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21 CFR Ch. I (4–1–13 Edition) § 184.1069 

manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct 
human food ingredient is based upon 
the following current good manufac-
turing practice conditions of use: 

(1) The ingredient is used as a fla-
voring agent and adjuvant as defined in 
§ 170.3(o)(12) of this chapter and as a nu-
trient supplement as defined in 
§ 170.3(o)(20) of this chapter. 

(2) The ingredient is used in foods at 
levels not to exceed current good man-
ufacturing practice. The ingredient 
may be used in infant formula in ac-
cordance with section 412(g) of the Fed-
eral Food, Drug, and Cosmetic Act (the 
act) or with regulations promulgated 
under section 412(a)(2) of the act. 

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

[49 FR 48534, Dec. 13, 1984, as amended at 73 
FR 8606, Feb. 14, 2008] 

§ 184.1069 Malic acid. 

(a) Malic acid (C4H6O5, CAS Reg. No. 
of L-form 97–67–6, CAS Reg. No. of DL- 
form 617–48–1) is the common name for 
1-hydroxy-1, 2-ethanedicarboxylic acid. 
L (+) malic acid, referred to as L-malic 
acid, occurs naturally in various foods. 
Racemic DL-malic acid does not occur 
naturally. It is made commercially by 
hydration of fumaric acid or maleic 
acid. 

(b) The ingredient meets the speci-
fications of the ‘‘Food Chemicals 
Codex,’’ 3d Ed. (1981), pp. 183–184, which 
is incorporated by reference. Copies 
may be obtained from the National 
Academy Press, 2101 Constitution Ave. 
NW., Washington, DC 20418, or may be 
examined at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(c) The ingredients are used as a fla-
vor enhancer as defined in § 170.3(o)(11) 
of this chapter, flavoring agent and ad-
juvant as defined in § 170.3(o)(12) of this 
chapter, and pH control agent as de-
fined in § 170.3(o)(23) of this chapter. 

(d) The ingredients are used in food, 
except baby food, at levels not to ex-
ceed good manufacturing practice in 
accordance with § 184.1(b)(1). Current 
good manufacturing practice results in 
a maximum level, as served, of 3.4 per-
cent for nonalcoholic beverages as de-
fined in § 170.3(n)(3) of this chapter; 3.0 
percent for chewing gum as defined in 
§ 170.3(n)(6) of this chapter; 0.8 percent 
for gelatins, puddings, and fillings as 
defined in § 170.3(n)(22) of this chapter; 
6.9 percent for hard candy as defined in 
§ 170.3(n)(25) of this chapter; 2.6 percent 
for jams and jellies as defined in 
§ 170.3(n)(28) of this chapter; 3.5 percent 
for processed fruits and fruit juices as 
defined in § 170.3(n)(35) of this chapter; 
3.0 percent for soft candy as defined in 
§ 170.3(n)(38) of this chapter; and 0.7 per-
cent for all other food categories. 

(e) Prior sanctions for malic acid dif-
ferent from the uses established in this 
section do not exist or have been 
waived. 

[44 FR 20656, Apr. 6, 1979, as amended at 49 
FR 5611, Feb. 14, 1984] 

§ 184.1077 Potassium acid tartrate. 
(a) Potassium acid tartrate (C4H5KO6, 

CAS Reg. No. 868–14–4) is the potassium 
acid salt of L¥(+)¥tartaric acid and is 
also called potassium bitartrate or 
cream of tartar. It occurs as colorless 
or slightly opaque crystals or as a 
white, crystalline powder. It has a 
pleasant, acid taste. It is obtained as a 
byproduct of wine manufacture. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), P. 238, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press, 
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct 
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